
Buprenorphine-containing Transmucosal Products for Opioid Dependence (BTOD) 
Risk Evaluation and Mitigation Strategy (REMS) 

A waiver-granted shared system 
 

Current Application Holders 
 

Actavis Elizabeth LLC 
ANDA 91422 Buprenorphine HCl/Nalaxone 

200 Elmora Ave 
Elizabeth, NJ 07207 

908-659-2595 
 

Amneal Pharmaceuticals 
ANDA 203136 Buprenorphine HCl/Naloxone 

85 Adams Ave 
Hauppauge, NY 11788 

631-656-5007 
 

Ethypharm USA Corporation 
ANDA 90622 Buprenorphine HCl 

1500 Market St 
12th Floor, East Tower 

Philadelphia, PA 19102 
215-246-3466 

 
Orexo US, Inc 

NDA 204242 Zubsolv (Buprenorphine HCl/Naloxone) 
220East 42nd St,  

Suite 409A 
New York, NY 10017 

855-673-9687 
 

Roxane Laboratories Inc 
ANDA 78633 Buprenorphine HCl 

1809 Wilson Rd 
Columbus, OH 43228 

614-241-4133 
 

Teva Pharmaceuticals USA. 
ANDA 90360 Buprenorphine HCl 

425 Privet Rd 
Horsham, PA 19044 

215-591-3142 


